EAffENT COOPERATION TREAT 



From the 



To: 

THOMAS A. CAWLEY. JR. 
PILLSBURY WINTHROP LLP 
P.O. BOX 10500 
MCLEAN, VA 22102 


PV1 

PCT 

ixuilrlCA 1 IUIN Ur IKAN^MIri AL OF 
INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(PCT Rule 71.1) 


Date of Mailing 
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IMPORTANT NOTIFICATION 


International application wo. International filing date (day/month/year) Priority date (day/monzMyear) 
PCT/US03/19652 23 June 2003 (23.06.2003) 21 June 2002 (21 .06.2002) 



IDEC PHARMACEUTICALS CORP. 



1. The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international application. 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication to 
all the elected Offices. 

3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by perfonning certain acts (riling 
translations and paying national fees) within 30 months from the priority date (or later in some Offices)(Article 
39(l))(see also the reminder sent by the International Bureau with Form PCT/IB/301). 

Where a translation of the international application must be furnished to an elected Office, that translation must 
contain a translation of any annexes to the international preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the PCT 
Applicant's Guide. 



Name and mailing address of the IPEA/US 
Mail Stop PCT, Attn: IPEA/US 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
Facsimile No. (703)305-3230 



Authorized officer DkBUHAH A. IHUWAS 

PARALEGAL SPECIALIST 

cnoun «ooo j0(x^ 

Telephone No. (571)272-0827 



David J Blanchard 



Form PCT/IPEA/416 (July 1992) 




ENT COOPERATION TREAT^^ 

PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
37003-304483 


FOR FURTHER ACTION ^ Notification °f Transmittal of International 

Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
PCT/US03/19652 


International filing date (day /month/year) 
23 June 2003 (23.06.2003) 


Priority date (day /month/year) 
21 June 2002 (21.06.2002) 


International Patent Classification (IPC) or national classification and IPC 

IPC(7): C07K 16/00; A61K 39/395 and US CI.: 530/387.1, 387.3, 388.1; 424/130.1, 133.1, 181 1 183 1 


Applicant " * ! ■ 

IDEC PHARMACEUTICALS CORP. 



1 . This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total 



of^ 



sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings 
which have been amended and are the basis for this report and/or sheets containing rectifications made 
before this Authority (see Rule 70. 16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 



I |2SI Basis of the report 

II Q Priority 

... □ Non-establishment of report with regard to novelty, inventive step and industrial applicability 

IV □ Lack of unity of invention 



VI 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 
VII □ Certain defects in the international application 
VIII □ Certain observations on the international application 



Date of submission of the demand 



14 January 2004 (14.01.2004) 



Name and mailing address of the IPEA/US 
Mail Stop PCT, Attn: IPEA/US 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
Facsimile No. (703)305-3230 



Date of completion of this report 
01 December 2004 (01.12.2004) 



Authorized officer 
David J Blanchard 
Telephone No. (571)272-0827 



DEBORAH A. THOMAS 
PARALEGAL SPECIALIST 



Form PCT/IPEA/409 (cover sheet)(July 1998) 




INTERNATIONAL PRELIM C^^J EXAMINATION REPORT 



International g^BKation No. 

PCT/US03/1C 



1 M fcjcati 

iWSr 



I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed. 



1^1 the description: 

pages 1-24 as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of 

the claims: 

pages 25-38 t as originally filed 

pages NONE , as amended (together with any statement) under Article 19 

pages NONE , filed with the demand 

pages NONE , filed with the letter of 



the drawings: 

pages K7 t as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of 

the sequence listing part of the description: 

pages NONE L as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of 



With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 
These elements were available or furnished to this Authority in the following language which is* 

the language of a translation furnished for the purposes of international search (under Rule23 1(b)) 

□ the language of publication of the international application (under Rule 48.3(b)). 

O the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing- 

□ 

contained in the international application in printed form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

O The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

O The statement that the information recorded in computer readable form is identical to the written sequence listing 
has been furnished. 

The amendments have resulted in the cancellation of 

□ 

the description, pages NONE 

□ 

the claims, Nos. NONE 
□ the drawings, sheets/Sg NONE 

This report has been established as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
• Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in 
thts report as "originally filed" and are not annexed to this report since they do not contain amendments (Rules 70.16 and 70 17) 
** Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 



Form PCT/IPEA/409 (Box I) (July 1998) 



INTERNATIONAL PREL] 



EXAMINATION REPORT 



International 
PCT/US03/ 



w 



tion No. 



V. Reasoned statement under Rule 66.2(a)(u) with regard to novelty, inventive step or industrial apphcabilitv 
citations and explanations supporting such statement 



1. STATEMENT 

Novelty (N) 

Inventive Step (IS) 

Industrial Applicability (IA) 



Claims Please See Continuation Sheet 



Claims Please See Continuation Sheet 



_YES 
NO 



Claims Please See Continuation Sheet 



Claims Please See Continuation Sheet 



_YES 
NO 



Claims Please See Continuation Sheet 



Claims Please See Continuation Sheet 



_YES 
NO 



2. CITATIONS AND EXPLANATIONS 
Please See Continuation Sheet 



Form PCT/IPEA/409 (Box V) (July 1998) 



INTERNATIONAL PREL: 



EXAMINATION REPORT 



InternationalH Ration No. 

PCT/US03/ 19652 



VI. Certain documents cited 



5 



1. Certain published documents (Rule 70.10) 

Application No Publication Date Filing Date Priority date (valid claim) 

Patent No. (day /month/year) (day /month/year) (day /month/yea r) 

US 2003/01 13316 Al 19 June 2003 (19.06.2003) 25 July 2002 (25.07.2002) 25 July 2001 (25.07.2001) 

US 2003/0138417 Al 24 July 2003 (24.07.2003) 08 November 2002 08 November 2001 

(08.11.2002) (08.11.2001) 



2. Non- written disclosures (Rule 70.9) 

Kind of non-written disclosure (day/momh/year) (day /month/year) 



Date of written disclosure referring to 
Date of non-written disclosure non-written disclosure 



Form PCT/IPEA/409 (Box VI) (July 1998) 



INTERNATIONAL PRELEVnN^^BfcXAMINATION REPORT 



Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



InternationaJ^^feation No. 
PCT/US03/1«W^ 



V.l. Reasoned Statements: 

The opinion as to Novelty was positive (Yes)with respect to claims 13, 15-17, 19, 33, 35-39, 53, 55-59, 73, 75-79, 94-98, 102-121 

The opinion as to Novelty was negative (No) with respect to claims 1-12, 14, 18-19, 32, 34, 40-52, 54, 60-72, 74/80-93, 99-101 

The opinion as to Inventive Step was positive (Yes)with respect to claims NONE 

The opinion as to Inventive Step was negative(NO) with respect to claims 1-121 

The opinion as to Industrial Applicability was positive (YES) with respect to claims 1-121 

The opinion as to Industrial Applicability was negative(NO) with respect to claims NONE 



Claims 1-12, 14 and 18-19 lack novelty under PCT Article 33(2) as being anticipated by Kakuta et al. 

Claims 1-12, 14 and 18-19 are drawn to antibody compositions consisting essentially of histidine or acetate buffer at concentration 
ranges of 2mM to about 48mM; 3mM to about 48mM, 4mM to about 45mM; 5mM to about 40mM; 20mM to about 25mM and the 
pH is in the range from about 4-7.5; 4.5-7; 5-6.5; 5.5-6 and the antibodies are chimeric or humanized and the concentration of the 
antibodies is at least 50 mg/mL and at least 100 mg/mL. 

Kakuta et al teach antibody compositons in histidine buffer having various concentration ranges that overlap or touch the claimed 
buffer concentration ranges (e.g., see pages 4-6 and example 6) as well as the claimed pH ranges and the antibodies are chimeric or 
humanized (see pages 7-8) and the antibodies are preferably at least 100 mg/mL (see page 13). The teachings of Kakuta et al are 
sufficiently specific that the skilled artisan would readily envisage the instantly claimed buffer concentrations, pH values, and antibodv 
concentrations from the teachings of Kakuta etal. y 

LaTet I" 12 ' 20 " 32, 34 ' 4 °~ 52 * 54 ' 6 °" 72, ?4 ' 80-93 "' 101 laCk nOVdty UndCr PCT Artide 33(2) ™ ^ antici P ated *>y 

The claims have been described supra. Claims 20-32, 34, 40-52, 54, 60-72, 74, 80-93 and 99-101 are drawn to the antibody 
compositions that comprise antibodies that binds specific antigens (i.e., CD4, CD20) and a method for producing a concentrated 
antibody compositions by subjecting the initial antibody preparation to membrane filtration, wherein the antibody compositions are in 
histidine or acetate buffers having the previously said concentration ranges and pH ranges. The concentrated antibody compositions 
may further comprise one or more pharmaceutically acceptable carriers to produce a pharmaceutical composition. The claims also 
encompass an improved method of therapy that includes administration of said pharmaceutical composition comprising said antibody 
compositions for treating a patient having cancer, allergic disorders, autoimmune diseases or lymphoma. 

Lam et al teach antibody compositions and pharmaceutical compositions comprising monoclonal antibodies, chimeric or humanized 
antibodies in histidine or acetate buffers having a pH in the pH range from about 4.5-about 6.0, most preferably of about pH 5 0 and 
the pharmaceutical compositions comprise one or more pharmaceutically acceptable carriers, excipients or stabilizers (see entire 
document especially bridging paragraph of columns 22-23, columns 5-9 and 22-23 and Tables 1, 15 and 16). Lam et al teach an 
antibody composition comprising an anti-CD20 antibody in 25mM histidine at pH5, 6.5 or 7.5 (see Figure 24 and legend at column 
4). Applicant is reminded that when by a recitation of ranges or otherwise, a claim covers several compositions, the claim is 
anticipated if one of them is in the prior art. See MPEP 2131.03. Lam et al teach antibody concentration using a protein 
concentration filter/ultrafiltration unit (see column 21, lines 33-37). Lam et al teach a method of therapy comprising administering 
said pharmaceutical compositions to a patient (preferably human; column 23, line 33) for treating disorders including rheumatoid 
arthritis (see column 24) (see columns 23-24). 5 



Form PCT/IPEA/409 (Continuation Sheet) (July 1998) 



LIME^^^ 



INTERNATIONAL PRELCVflfl^J EXAMINATION REPORT 



aij^H^ati 



Intemational^^^ation No. 

PCT/US03/1?^ 



Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Claims 1-121 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed 
can be made or used in industry. 



-NEW CITATIONS- 



US 6,171,586 Bl (LAM et al) 9 January 2001, see entire document, especially bridging paragraph of columns 6-7, columns 7-10 21- 
24, Table 1 and examples. 
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PATENT COOPERATIONTREATY 



From the 

INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 



To: 

THOMAS A. CAWLEY, JR. 
PILLSBURY WINTHROP LLP 
P.O. BOX 10500 
MCLEAN, VIRGINIA 22102 



PCT 



NOTIFICATION OF RECEIPT 
OF DEMAND BY COMPETENT INTERNATIONAL 
PRELIMINARY EXAMINING AUTHORITY 

(PCT Rules 59.3(e) and 6 1 . 1 (b), first sentence 
and Administrative Instructions, Section 601(a)) 



(aty/moluV^ar) 2 4 MAY 2004 



Applicant's or agent's file reference 

37003-304483 



IMPORTANT NOTIFICATION 



International application No. 

PCT/US03/19652 



International filingdate (day/moruh/year) 
23 Jun 2003 



Priority date (day/month/year) 
21 Jun 2002 



Applicant 

IDEC PHARMACEUTICALS CORP. 



1 . The applicant is hereby notified that this International Preliminary Examining Authority considers the following date as the date 
of receipt of the demand for international preliminary examination of the international application: 

14 JAN 04 

2. That date of receipt is: 

[x] the actual date of receipt of the demand by this Authority (Rule 6 1.1(b)). 

| [ the actual date of receipt of the demand on behalf of this Authority (Rule 59.3(e)). 

I | to* date o° which this Authority has, in response to the invitation to correct defects in the demand (Form 
PCT/1PEA/404), received the required corrections. 



3 I | . ATTENTION: That date of receipt is AFTER the expiration of 19 months from the priority date. Consequently, the 
election(s) made in the demand does (do) not have the effect of postponing the entry into the national phase until 30 months 
from the priority date (or later in some Offices) (Article 39(1 )). Therefore, the acts for entry into the national phase must 
be performed within 20 months from the priority date (or later in some Offices) (Article 22). For details, see the PCT 
Applicant's Guide, Volume II. 

□ 

(If applicable) This notification confirms the information given by telephone, facsimile transmission or in person on: 



4. Only where paragraph 3 applies, a copy of this notification has been sent to the International Bureau. 



Name and mailing address of the 1PEA/ 

Mail Stop PCT, Commissioner for Patents 
P.O. Box 1450, Alexandria, VA 22313-1450 

Facsimile No. 703-305-3230 



Authorized officer 
Melvin Brooks, Sr. 

Telephone No. (703)305-5163 



Pll I .CPI IPV W1MTMPPP 



Form PCT/IPEA/402 (July 1998) 



OCKETING5 




MAY 2 6 21% 
McLiEAN, VA 
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From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION CONCERNING 
SUBMISSION OR TRANSMITTAL 
OF PRIORITY DOCUMENT 

(PCT Administrative Instructions, Section 411) 


To: | 

CAWLEY Thomas A Jr 
Pillsbury Winthrop LLP 
P.O. Box 10500 
McLean, VA 22102 
United States of America 


Date of mailing (day/month/year) 

03 October 2003 (03.10.03) 




Applicant's or agent's file reference 

37003-304483 j 


IMPORTANT NOTIFICATION 


International application No. 
PCT/US03/19652 


International filing date (day/month/year) 
23 June 2003 (23.06.03) 


International publication date (day/month/year) 
Not yet published 


Priority date (day/month/year) 
21 June 2002 (21.06.02) 


Applicant 

IDEC PHARMACEUTICALS CORPORATION et al 



1 . The applicant is hereby notified of the date of receipt (except where the letters "NR" appear in the right-hand column) by the 
International Bureau of the priority document(s) relating to the earlier application(s) indicated below. Unless otherwise 
indicated by an asterisk appearing next to a date of receipt or by the letters "NR". in the right-hand column., the priority 
document concerned was submitted or transmitted to the International Bureau in compliance with Rule 17.1 (a) or (b). 

2. This updates and replaces any previously issued notification concerning submission or transmittal of priority documents. 

3. An asterisk(*) appearing next to a date of receipt in the right-hand column, denotes a priority document submitted 
or transmitted to the International Bureau but not in compliance with Rule 17.1(a) or (b). In such a case, the attention 
of the applicant is directed to Rule 17.1(c) which provides that no designated Office may disregard the priority claim 
concerned before giving the applicant an opportunity, upon entry into the national phase, to furnish the priority document 
within a time limit which is reasonable under the circumstances. 

4. The letters "NR M appearing in the right-hand column denote a priority document which was not received by the International 
Bureau or which the applicant did not request the receiving Office to prepare and transmit to the International Bureau, 

as provided by Rule 17.1(a) or (b), respectively. In such a case, the attention of the applicant is directed to Rule 17.1(c) which 
provides that no designated Office may disregard the priority claim concerned before giving the applicant an opportunity, 
upon entry into the national phase, to furnish the priority document within a time limit which is reasonable under the 
circumstances. 



Priority g^te 



Priority application No. 



21 June 2002 (21.06.02) 60/390,191 



Country or regional Office 
pr PCT receiving Office 

US 



Date of receipt 
Qf priority document 

30 Sept 2003 (30.09.03) 



The International Bureau of WIPO 


Authorized officer 


34, chemin des Colombettes 


Farid ABBOU 


1211 Geneva 20, Switzerland 


Facsimile No. (41-22)338.70.10 


Telephone No. (41-22) 338 8169 



Form PCT/IB/304 (July 1998) 



005894014 



j^VTENT COOPERATION TRE/^ 



PCT/US2003/019652 



From the INTERNATIONAL BUREAU 



PCT 

INFORMATION CONCERNING ELECTED 
OFFICES NOTIFIED OF THEIR ELECTION 

(PCT Rule 61.3) 


To: | 

CAWLEY, Thomas, A., Jr. 
Pillsbury Winthrop LLP 
P.O. Box 10500 

MH pan MA 991H9 

United States of America 


Date of mailing (day/month/year) 
07 July 2004 (07.07.2004) 




Applicant's or agent's file reference 
37003-304483 


IMPORTANT INFORMATION 


International application No. International filing date (day/month/year) Priority date (day/month/year) 

PCT/US2003/019652 23 June 2003 (23.06.2003) 21 June 2002 (21 .06.2002) 


Applicant 

IDEC PHARMACEUTICALS CORPORATION et al 



1. The applicant is hereby informed that the International Bureau has, according to Article 31(7), notified each of the following 
Offices of its election: 

EP lAT^B^BCCH^Y^DE^K^EE^S^LFR^B^R^HUJEJT^U^MC^L^T^RO^SE, 
SI,SK,TR 

National iBCCA^N^DEJLJP^P^KR^MN^O^PL^RCRU^SK^US 

2. The following Offices have waived the requirement for the notification of their election; the notification will be sent to them 
by the International Bureau only upon their request: 

AP iGH^M^E^LS^MW^Z.SD.SL^Z^UG^M^ZW 
EA :AM,AZ,BY,KG,KZ,MD,RU/rJ,Tlvl 

OA iBF^BJ^F^G.C^CM.GA^N^Q.GW^L^R^NE^SNTDTG 

National lAE^CAL^M^AU^BA^B^BR^BY^BZ^H^CO^R.CU^^DK^DM^Z^C, 
E^ES^LGB^D^GE^GH^M^R^UJDJNJS^E^CKZ^CLK^R^S^LT^U^V.MA, 
MD,MG,MK,MW,MX,MZ,NI,NZ,OM,PGmPT,SC,SD,^^^ 
UG,UZ,VC,VN/t-U,ZA,ZM,ZW 

3. The applicant is reminded that he must enter the "national phase" before the expiration of 30 months from the priority date 
before each of the Offices listed above. This must be done by paying the national fee(s) and furnishing , if prescribed, a 
translation of the international application (Article 39(1 )(a)), as well as, where applicable, by furnishing a translation of any 
annexes of the international preliminary examination report (Article 36(3)(b) and Rule 74.1). 

Some offices have fixed time limits expiring later than the above-mentioned time limit. For detailed information about the 
applicable time limits and the acts to be performed upon entry into the national phase before a particular Office, see Volume I 
of the PCT Applicant's Guide. 

The entry into the European regional phase is postponed until 31 months from tfieprw^>dafefbf^ll^ta^#&fignated for 
the purposes of obtaining a European patent. PILLSBURY WINTHROP LLP/VA 

JUL 'I 1 2004 

CL Ounces MT M Q3oM^ > 



ATTY(S). 
DUE: 



DKT BY (I) _f¥>(£j~ 





The International Bureau of WIPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 

Facsimile No. (41-22)338.70.10 


Authorized officer: 

Emmanuel BERROD (Fax 338 7010) 

Telephone No. (41-22) 338 8389 



Form PCT/IB/332 (September 1997) 



6338529 



